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CEPTU®GIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 157828

Gasallschaft flr klinische
Spezialpriparate mbH

Nikapcbrunii 3acid METOTAB

Drug product Tabneriu no 10 mr o 30 Tabnerok y donakoHi; no 1 ¢hnakoHy s
navyi
METOTAB
Tablets 10 mg 30 tablets in a vial; 1 vial in package

[irova pevosuHa MeTtoTpexcar

Active ingredient Methotrexate

Homep ceplii A200048A

Batch number

[Hara supobruyrea 13.01.2020 TepmiH npugaTHOCTI 13.01.2025

Date of manufaciure Expiry date

NOKA3HUK CMNEUNDIKALLIA PE3YNBTAT

TEST SPECIFICATION AHANIZY

, TEST RESULT

Onwuc

Appearance

Ona 10 mr #oBTi, kpyrnj aBoonykni TabneTiy 3 pUCKOHR, Bianosinae sumoram
aonycrmi sypannerds. Hanue: 10

For 10'mg

Yellow, round. biconvex tablets with brake-line,

stightly mottled. Inscription: 10

Complies

OgHopigHicTL macu

TabneTuu NOBUHHI BUTPUMYBaTYN BAMOTY

Bigriosigae simvoram

fop a4 507 /? 247 HOAD

; sunpoBysanysa.
Uniformity of mass Tablets must|comply with the requirements of Complies
o : the test,

laeHTUthikauin

Identification

BEPX CnisnafiaHHs vacis yTpumaHHs nikis Ha Bignosigae sumoram
XpomarorpaMax posuyunHy sunpobysaHoro

HPLC 3pasiy Ta CTgHAAPTHOrO PO3UNHY.,
Compliance ‘}: retention times between Complies
chromatograims of sample and reference
solution.

Y®-cnexvpockonisn Y®-criekTp 3paska signosigae Yo-cnexrpy Bignosigae simoram
cTaHpapTy.

UV - spectrum UV-spectrum of the sample corresponds to UV- | Complies

) spectrum of neference standard.

KinbkicHe BU3HaMeHHs Big 95% po 105% Big 3asBneHo] KinbkocTi. 100,5 %

Assay From 95 % tq 105 % of the labeled amount.

CynyTHi gomiwkn

Related substances

Honiwika A, 2,4-fiamiHo-G- 50,5% <0,1%

rifpoKCUMETUN-NTEPV AVH

Impurity A, 2,4-Diamino-6- 5 0,5%

hydroxymethyl-pteridine

Jowniua B, AmiHonTepuH = 0,5% <0,1%

Impurity B, Aminopterin < 0,5%

Dowmiwka C, MeronTepuH £0,5% <01 %

Impurity C, Methopterin < 0,5%

crop. 133




$amn 102845 A200048A 112862Y20 005 002.gif

CEPTHU®QIKAT AKOCTI / CERTIFICATE OF ANALYSIS Ne 157828

meaclac
Gaesellschaft flir klinischa
Spezialpraparate mbH

NOKA3HVK

CNELM®IKALLIA PE3VINbTAT
TEST SPECIFICATION AHANI3Y
TEST RESULT
[Howmiuika D, N-10-MeTunnrepoigHa | < 0,5% <0,1%
KucnoTa
Impurity D, N"°-methyipteroic acid < 0,5%
Howmiwka E, 4-AmiHo-N-10- = 0,5% <0,1%
meTunnTepolgHa kucrorta
Impurity E, 4+tAmino-N-10- < 0,5%
methylpteroi¢ acid
Dowmiwika MABIT, 4- <0,5% <0,1%
AminoBeHzoinrnyTamiHoBa knuenoTa
Impurity PABG, 4- <0,5%
Aminobenzoylglutamic acid
Haitbinswa Hesigoma =0,2% <01 %
iHAMBIRYanbHa AOMiluKa
Greatest single unknown impurity =0,2%
Cyma [oMILLOK <1,5% <0,1%
Total impurities < 1,5%
OpgHopigHicTe gO3yBaHHA TabneTkn NOBUHHI BUTPUMYBaTI BUMOrW Bignoeigae sumoram
eunpoByBaHHA.
Uniformity of content Tablets must comply with the requirements of | Complies
| the test.
PosyuHeHHn KinekicTe METOTPEKCATY, KA NEpellna y 95 %
poayuH 0,1 N XnopucToBOAHEBOT KUCNOTH
yepes 45 xs, NOBUHHO GYTWU He MeHWwe 75 %.
Dissolution Quantity of methotrexate, transformed into a
solution 0,1 N hydrochlotic acid in 45 minutes,
B . should be not fess than 75 %.
PoanapaHHs = 15 xBunvH 4 xBynuH (min)
Disintegration time < 16 min
Bwmicr Bogu | < 6,6 % 5,8 %
Water content <65%
MikpoGionoriuxa yucToTa:
Microbiological purity: |
BaraneHa KinbKicte aepobHux < 10° KYO/r Bigniosinae sumoram
Mikpoopranismis (TAMC) Complies
Total aerobic microbial count | s 10° CFU/g
(TAMC)
3arankHa kinekicTe gpbkaxkoBux Ta | < 102 KYO/r Bianosigae sumoram
rinicHaBux rpubie (TYMC) Complies
Total combined yeast and mold | < 10° CFU/g
count (TYMC) |
E. coli BigcytHie 1 r. Bignosigae sumoram
E. coli Absentin1g Complies

CcTop. 233
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CEPTUGIKAT AKOCT! / CERTIFICATE OF ANALYSIS Ne 157828

Geselischaft fir klinische
Spezialpriparate mbH

Uei cepruddikar 3acsig4ye, Wo us cepis nikapcbroro 3acoby npoiuna nepesipky signosigHo go GMP T1a
3arsepieHux npoLeayp Kourponio. Jlikapceknid 3acit eignorigae Bcim Brmoram cneludikadii,

It is hereby certified that this product batch has been analyzed in compliance with GMP and with the
written control procedures. The prodlict meets all requirements of the sp /on'k’;‘rél'@,?'”‘\\

4 o ?’A \\
3am. HavuanbHuka oTaena KORTROMNA KavecTsa A / ,,,;,,,_
Deputy Head of Quality Control pa/ AL %)rAnja Btittner
Jara/Date 08.09.2020 ' / 0

'W_. mbH . f
\\U@ §/
\ G’ees u""//

o

ctop. 333
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CEPTHRIKAT BIANOBIJIHOCTI / CERTIFICATE OF CONFORMITY Ne 157828

Name and address of
manufacturing site(s)

MHasea Hpenapary METOTAB

Nanie of product Tabnerkn o 10,0 mrmo 30 taGnerox y duaxoni; no 1 gaaxony » nauni

METOTAB

Tablets 10,0 mg, 30 tablets in a vial; I vial in package _
Kpaiua-imnoprep Yipaina Peecrpauiiine nocsijiuekns No | NeUA/11318/01/ 03

Importing couniry Ukraine o MA No

Baacnnx PTT Megak Uezcmviuadyr duop Homep cepit A200048A
MA Holder wiitime Wneniansupenapare | Baich munber

mbX

Medac Gesellschaft fur

klinische Spezialpraparate

| mbA ‘
Cuna aii / AKTHBHICTS Memompexcam Hixapenka dopma ‘tabaeTrH
Strength 7 Potency miethotrexaie Dosage form tablcts
_ 10,0 mr (mg) )

JHara supoGuuntsa 13.01.2020 Tepmia npunarHocTi 13.01.2025
Date of manufacture Lxpiry date
Poamip naxyzarms 30 Tabnerox Tun rakysanHs (axon
Package size 30 tablets Package type vial
Poaaip cepii . Hara peais
Bafchr;fzep 6100 ym./pe. Date gf reigaxe ks
Hassa i appeca ainsnox Eran supobunursa No grimensii wa pupobunurne | [pizeunge
supobusuTea i Konwrpome | Stage of manufaciuring No of manufacturing license | ynosnosamenoi
SIKOCTI ocofiu

Name of Qualified
Person

Menax leseasuadyr drop
KITiHiLe
Hlneuianenpenapate
MOX

Tearepmrpacce 6, 22880
Benesn, Himeuuwuia

Medac Gesellschaft fur
klinische Spezialpraparate
m.b.H

Theaterstrasse 6, 22880

| Wedel, Germany

Bupobuuk, mo sinosiac 3a
MAPKYBAHHS TIEPBHHHOL
YNIAKOBKH, BTOPHHHEC
HAKYBaHHS,
KOHTPOJIB/ButtpoByBanys cepii
TA 33 BHITYCK cepii:

Manufacturer responsible for
labelling of primary package,
secondary packaging, batch
control/testing and barch
release:

DE SH 01 _MIA_2019 0020

Andreas Divel

Excenua 'm6X
Hioputieprep wrpacece 12,
S0537 doiixr, Hiveuuuna

Exella Gmbll
Nuernberger Strasse 12,
90537 Fencht, Germany

Bupobnnurso, nio signosizac
33 BUPOOHHMIITEO rOTOBO
JHo308aH0i (hopMH, repBHIHEe
TA BTOPHHHC NTAKYBaHHS,
MAPKYBAHHS IIEPBHHHOL
YIAKOBKH,
KOHTPOJIL/BHIPODYBaHs
cepil:

Marmfacturer responsible for
JSinished product, primary and
secondary packaging,
labelling of primary package,
batch controiftesting:

DE_BY 05 _MIA 2018_0038

Dr. B. Hoffinann

Llam ceprudhixatom sacsiauyemo, nio emiicBkasana indopmauis € goctoBipHoo 1 Tounow. 1n cepist
Mikapebkoro sacoly Gyna BHIOTOBJICHA, BIGIIOMAONM YIAKOBKY | KOUTPONh #KOCTI Ma BHINEBKA3aHiil Aimsmui
{nimmkax} B8 ooexid Blgnosigxocr: ao sumor GMP, BecraHOBaeHNX icUeRHM PCTYIBITOPUHM OPTaHeM, 1 ¥

cTop. 132
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CEPTU®IKAT BIAMOBIIHOCTI / CERTIFICATE OF CONFORMITY Mo 157828

Bianosianoeri 1o cnetmdixauii Toprosoi miensii kpainn-imnoprepa, Hporokomn BHPOGHEITEA, YIAKOBKH | auanizy
cepii Gyiio posrsHyTo | BH3naHO BianoBigHIMu 10 GMP.
Buimeskasana cepis exsancna ang peanisauii,

We hereby certify that the above information is authentic and accurate. This baich of product has been
manufactured, including packaging and quality control at the above mentioned site(s) in fill compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
tmporting country. The batch processing, packaging and analysis records were reviewed and Jound to be in
complionce with GMP.

Above mentioned bateh is released for market.

Hara/ Deate  08.09.2020

cTop. 232




A

HEPXIIKCITY)XBA
AEPIKABHA CJIY)KBA 3 JIIKAPCHKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIiBCHKIIA OBJIACTI

npocnext Banepis JlobaHoecskoro, 51, M. Kuis, 031 10, Ten/axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €PIIOY 37078774

BUCHOBOK
NpO SIKICTH BBe3eHOro B YKpainy JiKapcbKOro 3acody

23.12.2020 Ne 69365/20/10

METOTAB

(HaMeHYBaHHS JIIKAPCEKOTO 3aC00Y 3rimHO 3 PeecTpauiiiHUM NOCBinYEHHAM)
Tabserkn 10 mr Ne 30 y dpaaxonax

(dopma Bunycky, AO3YBAHHA, BUA NAKYBAHHA NIKapPCEKOTO 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/11318/01/03 crpox aii peectpauiiinoro nocsinuenna 15.08.2021

Cepis nikapcekoro 3acody Ne A200048A KinbkicTb BBe3eHOro Jikapcbkoro 3acody 85
Bupo6uuk Menax I'esenbadr ¢rop xiinime nenianenpenapare M6X, Himeuunra
(HaliMeHyBaHHS BUpOGHHKA JiKapcKoro 3acoby, kpaina MOXOKEHHH )
BaeseHo B VkpaiHy CniibHe ykpaiHchKo-eCTOHCHKE NiNIPHEMCTBO Y dopmi ToBapucTBa
3 00MezKeHO0I0 BIANOBiAaIbHICTIO "Onrima-®apm, JITI", inenr. kon:
21642228

(nafiMeHyBanHa Ta kox 3a EJIPIIOY jopuaHuHOT 0c06H 60 Mpi3BHLLE, iM'g, N0 GaTLKkOBI (izHuHOT
0CO0H - NiANPHEMLIA, Ti MiCLE NPOXKHBAHHS Ta peecTpauiiuuii HoMep 00:1iK0BOi KapTKH MiaTHHKA
MoAATKiB abo cepis Ta HoMmep nacrnopra)

ITpoTokon Bisyansnoro xontposio sin 15.12.2020 Ne 4441/12.

3a pesynbTaTaMu  JepiKaBHOro KOHTPOMIIO  BCTAHOBJIEHO, [0 JHKapchkKhii 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHAM.BHMOT 3aKOHOIABCTBEA L1010 3a0e3neueHHs 5 COCTI NiKaPCLKHX 3ac006iB.

Safrynmti nasanHa Cyson W2 i conopa

(mocanoea ocoda 6&)}"{13}' ncpmﬁnuom KOHTPOIIIO) (mignuc) (iHiuianu Ta npizpuLEe)
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